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§522.2630

(d) Conditions of use—(1) Amount—()
Dogs, cats, and horses. For
intramuscular use only at a dose of 0.5
milligram per pound of body weight.

(ii) Cattle. Administer intravenously
or intramuscularly at a dose of 0.5 mil-
ligram per pound of body weight.

(2) Indications for wuse. For use in
treating conditions in which antihis-
taminic therapy may be expected to
lead to alleviation of some signs of dis-
ease.

(3) Limitations. Do not use in horses
intended for food purposes. Treated
cattle must not be slaughtered for food
during treatment and for 4 days fol-
lowing the last treatment. Milk that
has been taken during treatment and
for 24 hours (two milkings) after the
last treatment must not be used for
food. A withdrawal period has not been
established for this product in
preruminating calves. Do not use in
calves to be processed for veal. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

[61 FR 44450, Dec. 10, 1986, as amended at 61
FR 29480, June 11, 1996; 62 FR 4164, Jan. 29,
1997; 78 FR 17597, Mar. 22, 2013]

§522.2630 Tulathromycin.

(a) Specifications. Each milliliter of
solution contains 100 milligrams (mg)
tulathromycin.

(b) Sponsor. See No. 000069 in
§510.600(c) of this chapter.

(c) Related tolerances. See §556.745 of
this chapter.

(d) Conditions of use—(1) Beef and non-
lactating dairy cattle—(i) Amount. 2.5 mg
per kilogram (/kg) body weight as a
single subcutaneous injection in the
neck.

(i1) Indications for use. For the treat-
ment of bovine respiratory disease
(BRD) associated with Mannheimia
haemolytica, Pasteurella multocida,
Histophilus somni, and Mycoplasma bovis.
For the control of respiratory disease
in cattle at high risk of developing
BRD associated with M. haemolytica, P.
multocida, H. somni, and M. bovis. For
the treatment of infectious bovine
keratoconjunctivitis associated with
Morazella bovis. For the treatment of

bovine foot rot (interdigital
necrobacillosis) associated with
Fusobacterium necrophorum and

Porphyromonas levii.
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(iii) Limitations. Cattle intended for
human consumption must not be
slaughtered within 18 days from the
last treatment. Do not use in female
dairy cattle 20 months of age or older.
A withdrawal period has not been es-
tablished for this product in
preruminating calves. Do not use in
calves to be processed for veal. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

(2) Swine—(i) Amount. 2.5 mg/kg body
weight as a single intramuscular injec-
tion in the neck.

(ii) Indications for use. For the treat-
ment of swine respiratory disease
(SRD) associated with Actinobacillus

pleuropneumoniae, P. multocida,
Bordetella bronchiseptica, Haemophilus
parasuis, and Mycoplasma
hyopneumoniae; and for the control of
SRD associated with A.

pleuropneumoniae, P. multocida, and M.
hyopneumoniae in groups of pigs where
SRD has been diagnosed.

(iii) Limitations. Swine intended for
human consumption must not be
slaughtered within 5 days from the last
treatment. Federal law restricts this
drug to use by or on the order of a li-
censed veterinarian.

[70 FR 39918, July 12, 2005, as amended at 71
FR 57416, Sept. 29, 2006; 72 FR 54540, Sept. 26,
2007; 73 FR 6018, Feb. 1, 2008; 73 FR 58872, Oct.
8, 2008; 74 FR 53165, Oct. 16, 2009]

§522.2640 Tylosin.

(a) Specifications. Each milliliter of
sterile solution of 50 percent propylene
glycol with 4 percent benzyl alcohol
contains 50 to 200 milligrams of tylosin
activity (as tylosin base). Tylosin con-
forms to the appropriate antibiotic
standard. Tylosin contains at least 95
percent tylosin as a combination of
tylosin A, tylosin B, tylosin C, and
tylosin D of which at least 80 percent is
tylosin A as determined by a method
entitled ‘“‘Determination of Factor Con-
tent in Tylosin by High Performance
Liquid Chromatography,”’” which is in-
corporated by reference. Copies are
available from the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, or at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
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Food and Drug Administration, HHS

NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/

code of federal regulations/

ibr _locations.html.

(b) Sponsors. (1) See No. 000986 in
§510.600(c) of this chapter for use in
paragraphs (e)(1), (2), and (3) of this
section.

(2) See No. 000010 in §510.600(c) of this
chapter for use as in paragraphs (e)(1)
and (2) of this section.

(c) [Reserved]

(d) Related tolerances. See §556.740 of
this chapter.

(e) Conditions of use—(1) Beef cattle
and nonlactating dairy cattle—(1)
Amount. 8 milligrams per pound of body
weight once daily.

(ii) Indications for use. Treatment of
bovine respiratory complex (shipping
fever, pneumonia) usually associated
with Pasteurella multocida and
Arcanobacterium pyogenes; foot rot (ne-
crotic pododermatitis) and calf diph-
theria caused by Fusobacterium
necrophorum and metritis caused by
Arcanobacterium pyogenes.

(iii) Limitations. Administer
intramuscularly for not more than 5
consecutive days. Continue treatment
24 hours after symptoms disappear. Do
not inject more than 10 milliliters per
site. Do not use in lactating dairy cat-
tle. Use a 50-milligram-per-milliliter
solution for calves weighing less than
200 pounds. Do not administer within 21
days of slaughter. A withdrawal period
has not been established for this prod-
uct in preruminating calves. Do not
use in calves to be processed for veal.

(2) Swine—(@{i) Amount. 4 milligrams
per pound of body weight twice daily.

(ii) Indications for use. Treatment of
swine arthritis caused by Mycoplasma
hyosynoviae; swine pneumonia caused
by Pasteurella spp.; swine erysipelas
caused by Erysipelothrix rhusiopathiae;
swine dysentery associated with
Treponema hyodysenteriae when fol-
lowed by appropriate medication in the
drinking water and/or feed.

(iii) Limitations. Administer
intramuscularly for not more than 3
consecutive days. Continue treatment
24 hours after symptoms disappear. Do
not inject more than 5 milliliters per
site. Do not administer within 14 days
of slaughter. If tylosin medicated
drinking water is used as followup

§522.2662

treatment for swine dysentery, the ani-
mal should thereafter receive feed con-
taining 40 to 100 grams of tylosin per
ton for 2 weeks to assure depletion of
tissue residues.

(3) Dogs and cats—({i) Amount. 3 to b
milligrams per pound of body weight at
12- to 24-hour intervals.

(ii) Indications for use—(a) Dogs.
Treatment of upper respiratory infec-
tions such as bronchitis,
tracheobronchitis, tracheitis, laryn-
gitis, tonsillitis, and pneumonia caused
by Staphylococci sSpp., hemolytic
Streptococci sSpp., and  Pasteurella
multocida.

(b) Cats. Treatment of upper res-
piratory infections when caused by
Staphylococci spp. and hemolytic
Streptococci spp. and for feline pneumo-
nitis when caused by tylosin suscep-
tible organisms.

(iii) Limitations. For intramuscular
use only. If there is no response to
therapy in 5 days, diagnosis and treat-
ment should be reassessed. Use a 50-
milligram-per-milliliter solution only.
Dogs and cats receiving a dose of less
than 50 milligrams (1 milliliter) should
be dosed with a tuberculin syringe.
Federal law restricts this drug to use
by or on the order of a licensed veteri-
narian.

[46 FR 48643, Oct. 2, 1981, as amended at 47 FR
9398, Mar. 5, 1982; 50 FR 49841, Dec. 5, 1985; 50
FR 50292, Dec. 10, 1985; 53 FR 40728, Oct. 18,
1988; 59 FR 14365, Mar. 28, 1994; 62 FR 35077,
June 30, 1997; 68 FR 24879, May 9, 2003; 70 FR
16935, Apr. 4, 2005. Redesignated and amended
at 74 FR 11644, Mar. 19, 2009]

§522.2662 Xylazine.

(a) Specifications. Each milliliter
(mL) of solution contains xylazine hy-
drochloride equivalent to:

(1) 20 milligrams (mg) xylazine.

(2) 100 mg xylazine.

(3) 300 mg xylazine.

(b)  Sponsors. See sponsors in
§510.600(c) of this chapter for uses as in
paragraph (d) of this section.

(1) No. 000010 for use of product de-
scribed in paragraph (a)(2) of this sec-
tion as in paragraph (d)(2) of this sec-
tion.

(2) No. 000010 for use of product de-
scribed in paragraph (a)(2) of this sec-
tion as in paragraphs (d)(2), (d)(3)(),
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